1. The WEBbook should contain biologics that are approved in the USA by the FDA. Biologics are therapeutic or diagnostic agents that are produced by living cells or organisms. They are generally proteins or peptides, sometimes with structural modifications. In most cases, they are grown in vitro by culture of bacterial or mammalian cells transfected with recombinant DNA coding for the desired protein product. This applies to all monoclonal antibodies currently approved for commercial use. Agents grown in bacteria have the desired amino acid sequences, but do not have the posttranslational modifications, such as glycosylation, that occur in mammalian cells. Sometimes the purified recombinant protein is further modified chemically, for example the conjugation of interferon alpha-2b with polyethylene glycol to make peginterferon alpha-2b.
2.
In general, the WEBbook contains all such recombinant proteins. Other biologics are included if they have particular relevance to the practice of clinical immunology. Thus, some listed agents are purified from living beings not modified by recombinant genes, for example C1 Esterase Inhibitor, which is derived from normal human plasma. One unique agent, sipuleucel-T, consists of the patient's own cells that are stimulated in vitro by culture with prostatic acid phosphatase and then reinfused into the patient. 3. The restriction of the WEBbook to FDA-approved compounds should encompass most of the agents in therapeutic use around the world, but some compounds that have approved uses only in countries outside the USA (e.g., sulesomab Fab' or LeukoScan®) will not be covered. The discussions of individual compounds have been carefully limited to those uses that have a labeled indication, even though this may appear to be incomplete in some cases in which an agent may have common off-label use. For reference, the WEBbook has retained a few compounds that were initially FDA approved, but then were either discontinued or withdrawn, usually due to new safety concerns or marketing considerations, e.g. efalizumab. The status of these compounds is clearly indicated in several locations.
The WEBbook pages include:
a. An introductory home page. b. A page explaining the nomenclature used for the generic names of compounds. c. An index/search page, which lists and links to each of the included compounds both by generic and brand names. The search function will find all references to a given term in the WEBbook pages. d. A table listing all the compounds alphabetically by generic name, along with basic information about each. e. A summary page for each compound, providing more detailed information.
5. Every compound's summary page includes a short list of references, such as reports of pivotal trials and systematic reviews, as well as a link to the package insert's FDA-approved drug information. 6. New compounds will appear in the WEBbook as quickly as possible after they are approved. A recent example is pertuzumab, which was approved on June 8, 2012. Existing entries will be updated with new indications, safety concerns, etc., about every 6 months. 7. CIS would very much appreciate feedback from the membership regarding whether you find the compendium to be useful in your clinical or research practice or whether you have any specific suggestions for future iterations. If you find errors, ambiguities, or omissions in the WEBbook, please email the CIS WEBsite editor: raemd@mail.med.upenn.edu.
